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[Docket No. 950706172-5172-01]
Utility Examination Guidelines

AGENCY: Patent and Tradenark O fice, Connerce.
ACTION Noti ce.

SUMWARY: The Patent and Trademark C(ffice (PTO is
publishlng the final version of guidelines to be used by

G fice personnel in their review of patent applications for
conpliance with the utility re quirement. Because these
gui del i nes govern internal practices, they are exenpt from
noti ce and comment and del ayed effective date rul enmaki ng
requirenents under 5 U.S.C 8 553(b)(A).

EFFECTI VE DATE: [Insert date of publication in Federal
Regi st er]

FOR FURTHER | NFCRVATI ON CONTACT: Jeff Kushan by tel ephone
at (703) 305 -9300, by fax at (703) 305 -8885, by electronic
mai | at kushan@spto.gov, or by mail marked to his

attention addressed to the Comm ssi oner of Patents and
Trademar ks, Box 4, Washi ngton, DC 20231.



SUPPLEMENTARY | NFORVATI ON

|. Discussion of Public Coments

Forty-four comrents were received by the Ofice in response
to the request for public comrent on the proposed version
of utility guide lines published on January 3, 1995 (60 FR
97). Al comments have been careful |l y considered. A nunber
of changes have been nade to the exam ni ng gui del i nes and
the | egal anal ysis supporting the guidelines in response to
t he comrents recei ved.

Many of the individuals responding to the request for
public comnents suggested that the fice address the

rel ati onship between the requirenents of 35 U S.C § 112,
first paragraph, and 35 U S.C 8§ 101. The O fice has
amended the guidelines to provide a clarification

consi stent with these requests. The gui delines now specify
that any rejection based on a "lack of utility" under § 101
shoul d be acconpani ed by a rejection based upon § 112,
first para graph. The guidelines al so specify that the
procedures for inposi tion and review of rejections based on
lack of utility under 8§ 101 shall be foll owed w th respect
to the 8 112 rejection that acconpa nies the § 101
rejection.

A suggestion was nade that the guidelines should be

nodi fied to provide that an application shall be presuned
to be conpliant with 8§ 112, first paragraph, if there is no
proper basis for inposing a 8 101 rejection. This
suggestion has not been followed. Instead, the guidelines
specify that § 112, first paragraph, deficiencies other
than those that are based on a lack of utility be addressed
separately fromthose based on |ack of utility for the

i nvention.

Several individuals suggested that the guidelines address
how 8 101 conpliance will be reviewed for products that are
either internedi ates or whose ultimate function or use is
unknown. The O fice has amended the guidelines to clarify
how it will interpret the specific utility requirenent of

§ 101.

Sorne i ndi vidual s suggested that the guidelines be anended

to preclude Examners fromrequiring that an applicant
del ete references nmade in the specification to the utility
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of an invention which are not necessary to support an
asserted utility of the clained inven tion. The guidelines
have been anmended consistent with this sugges tion.

(One individual suggested that the | egal anal ysis be anmended

t o emphasi ze that any conbi nation of evidence from invitro
or invivo testing can be sufficient to establish the
credibility of an asserted utility. The | egal anal ysis has
been anended consistent with this recommendati on.

A nunber of individuals questioned the |egal status of the
guidelines, particularly wth respect to situations where
an applicant believes that a particular Examner has failed
to followthe require nments of the guidelines in inposing a
rejection under 8 101. The guidelines and the | egal

anal ysi s supporting the guidelines govern the internal
operations of the Patent and Trademark G fice. They are not
intended to, nor do they have the force and effect of |aw
As such they are not substantive rules creating or altering
the rights or obligations of any party. Rather, the

gui delines define the pro cedures to be followed by Ofice
personnel in their review of appli cations for § 101
conpl i ance. The | egal analysis supporting the guidelines
articulates the basis for the procedures established in the
gui del i nes. Thus, an applicant who believes his or her
application has been rejected in a manner that is

i nconsi stent with the guidelines should respond
substantively to the grounds of the rejec tion.
"Non-conpliance” with the guidelines wll not be a
petitionabl e or appeal abl e acti on.

Sore i ndi vidual s suggested that the guidelines and | ega
anal ysis be anended to specify that the Gfice will reject
an application for lacking utility only in those situations
where the asserted utility is "incredible."” This suggestion
has not been adopted. The Ofice has carefully revi ewed
the | egal precedent governing application of the utility
requi renent. Based on that review, the Ofice has chosen to
focus the review for conpliance with 8§ 101 and 8§ 112, first
paragraph, on the "credibility" of an asserted utility.

Sorre i ndi vidual s suggested that the guidelines be anended
to address how a generic claimthat covers many discrete
species will be assessed with regard to the useful
invention requirenments of § 101 and 112 when one or nore,
but not all, species within the genus do not have a
credible utility. The guidelines have been anended to
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clarify howthe Ofice will address applications in which
genus clains are presented that enconpass species for which
an asserted utility is not credible. The | egal analysis
nmakes clear that any rejection of any claimed subject
matter based on lack of utility nust adhere to the
standards i nposed by these guidelines. This is true
regardl ess of whether the claimdefines only a single
enbodi nent of the invention, multiple discrete enbodi ments
of the invention, or a genus enconpassi ng many enbodi nents
of the invention. As cast in the legal analysis and the

gui delines, the focus of examnation is the invention as it
has been defined in the clains.

Sore i ndi vi dual s questioned whet her the guidelines and the

| egal anal ysis qovern actions taken by Exam ni ng G oups ot her
than G oup 1800 or the Board of Patent Appeal s and
Interferences. The guide lines apply to all O fice personnel,
and to the review of all appli cations, regardl ess of field of
t echnol ogy.

In addition to the changes nmade in response to comments from
the public, the Ofice has amended the guidelines to clarify
the proce dure to be foll owed when an applicant has failed to
identify a spe cific utility for an invention. The guidelines
now provi de that where an applicant has nmade no assertion as
to why an invention is believed useful, and it is not

i mredi atel y apparent why the invention would be consi dered
useful, the Ofice will reject the application as failing to
identify any specific utility for the invention. The le gal
anal ysi s has al so been anended to address evaluation of this
questi on.

1. Quidelines for Exam nati on of Applications for
Conpliance with the Utility Requirenent

A. I ntroduction

The follow ng guidelines establish the policies and procedures
to be followed by Ofice personnel in the evaluation of any
application for conpliance with the utility requirenents of 35
US C 8 101 and _ 112. The guidelines al so address issues
that may arise during ex amnation of applications claimng
protection for inventions in the field of biotechnol ogy and

-4-



human therapy. The guidelines are accom panied by an overvi ew
of applicable |egal precedent governing the utility
requirenent.

The gui del i nes have been promul gated to assist Ofice
personnel in their review of applications for conpliance with
the utility require nent. The guidelines and the | egal

anal ysis do not alter the sub stantive requirenents of 35
UusS C § 101 and

8 112, nor are they de signed to obviate review of
applications for conpliance with this statutorv requirenent.

B. Exam nation Quidelines for the Wility Requirenent

O fice personnel shall adhere to the foll ow ng procedures

when reviewi ng applications for conpliance with the usefu
invention (util ity) requirenent of 35 U S.C § 101 and 35
US C 8§ 112, first para graph

1. Read the specification, including the clains, to

a) determne what the applicant has invented, noting any
speci fic enbodi nents of the invention;

b) ensure that the clains define statutory subject
matter (e.g., a process, nachine, manufacture, or
conposition of matter);

c) note if applicant has disclosed any specific reasons
why the invention is believed to be useful.

2. Review the specification and clains to determne if the
applicant has asserted any credible utility for the
clai med inventian

a) |If the applicant has asserted that the clained
invention is use ful for any particular purpose (i.e., a
"specific utility") and that assertion would be
consi dered credible by a person of ordinary skill in
the art, do not inpose a rejection based on | ack of
utility. Gedibility is to be assessed fromthe
perspective of one of ordinary skill in the art in view
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of any evidence of record (e.g., data, statenents,

opi nions, references, etc.) that is relevant to the ap-
plicants assertions. An applicant nust provide only one
credi bl e assertion of specific utility for any clai ned

invention to satisfy the utility requirenent.

b) If the invention has a well -established utility,
regardl ess of any assertion nade by the applicant, do
not inpose a rejection based on lack of utility. An
invention has a well -established utility if a person
of ordinary skill in the art would i mredi ately
appreci ate why the invention is useful based on the
characteristics of the invention (e.g., properties of
a product or obvious application of a process).

c) |If the applicant has not asserted any specific
utility for the clained invention and it does not
have a-wel | -established utility, inpose a rejection
under _8 101, enphasizing that the applicant has not
di scl osed a specific utility for the invention. A so
i npose a separate rejection under 8 112, first
par agraph, on the basis that the applicant has not
shown how to use the invention due to | ack of
di sclosure of a specific utility. The 8§ 101 and §
112, rejections should shift the burden to the
applicant to:

- explicitly identify a specific utility for the
clained inven tion, and

- i ndi cate where support for the asserted utility
can be found in the specification.

Revi ew t he subsequently asserted utility by the
applicant using the standard outlined in paragraph
(2)(a) above, and ensure that it is fully supported
by the original disclosure.

3. If no assertion of specific utility for the clained
i nvention nmade by the applicant is credible, and the
clained i nvention does not have a wel |l - est abl i shed
utility reject the clain(s) under 8 101 on the grounds he
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clains invention as clainmed lacks utility. Al so reject
the clains under 8§ 112 first paragraph on the basis that

the disclosure fails to teach how to use the invention as

clained. The_ 8 112, first paragraph, rejection inposed in
conjunction with a 8 101 rejection shoul d incor porate by
reference the grounds of the corresponding 8§ 101

rejection and should be set out as a rejection distinct
fromany other rejec tion under _8 112, first paragraph,
not based on lack of utility for the clainmed invention.

To be considered appropriate by the Ofice, any rejection
based on lack of utility must include the follow ng
el enent s:

a) A prinma facie show ng that the clained i nventi on has

no utility

A prima facie showing of no utility nust establish
that it is nore likely than not that a person skilled
in the art would not consider credible any specific
utility asserted by the applicant for the clained
invention. A prima facie show ng nust contain the
foll owi ng el enents:

i) a well -reasoned statenment that clearly sets
forth the reason ing used in concluding that the
asserted utility is not credible;

ii) support for factual findings relied upon in
reaching this concl usi on; and

iii) support for any concl usions regardi ng evidence
provi ded by the applicant in support of an
asserted utility.

b) Specific evidence that supports any fact - based
assertions needed to establish the prima facie
show ng

Wienever possible, Ofice personnel nust provide
docunentary evi dence (e.g., scientific or technica
journals, excerpts fromtrea tises or books, or U S
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or foreign patents) as the formof support used in
establ i shing the factual basis of a prinma facie
showing of no utility according to itens (a)(ii) and
(a)(iii) above. If docunen tary evidence is n ot
avail able, Ofice personnel shall note this fact and
specifically explain the scientific basis for the
factual conclu sions relied onin sections (a)(ii) and
(a)(iii).

4. Arejection based on lack of utility should not be

maintained if an asserted utilitv for the clai nmed
i nvention woul d be considered credi ble by all evidence of

record.

Ohce a prinma facie showng of no utility has been properly
established, the applicant bears the burden of rebutting

it. The appli cant can do this by anending the claim s, by
provi di ng reasoning or argunents, or by providing evidence
inthe formof a declaration un der 37 CFR § 1.132 or a
printed publication, that rebuts the basis or logic of the
prinma facie show ng. If the applicant responds to the prima

facie rejection, Ofice personnel shall review the original
di sclosure, any evidence relied upon in establishing the
prinma facie show ng, any clai manendnents and any new
reasoni ng or evidence provided by the applicant in support
of an asserted utility. It is es sential for Ofice
personnel to recognize, fully consider and respond to each
substantive el enent of any response to a rejection based on
lack of utility. Only where the totality of the record
continues to show that the asserted utility is not credible
should a rejection based on |ack of utility be maintained.

If the applicant satisfactorily rebuts a prinma facie
rejection based on lack of utility under 8 101, withdraw
the 8 101 rejection and the corresponding rejection inposed
under 8 112, first paragraph, per Paraqraph (3) above.

G fice personnel are remnded that they nust treat as true
a statenent of fact nade by an applicant in relation to an
asserted utility, unless countervailing evidence can be
provi ded that shows that one of ordinary skill in the art
woul d have a legitimate basis to doubt the credibility of
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such a statenent. SSmlarly, Ofice personnel nust accept

an opinion froma qualified expert that is based upon

rel evant facts whose accuracy is not being questioned; it

is inproper to dis regard the op inion solely because of a
di sagreenment over the signifi cance or neaning of the facts
of fered

[11. Additional Information

The PTO has prepared an analysis of the | aw governing the
utility requirenent to support the guidelines outlined
above. Copies of the |legal analysis can be obtained from
Jeff Kushan, who can be reached using the information

i ndi cated above.

Bruce A Lehman Dat e
Assi stant Secretary of Commrerce and
Comm ssi oner of Patents and Tradenar ks



